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that protects components or dietary 
supplements that are not under a ma-
terial review against contamination 
and mixups with those that are under a 
material review; 

(h) Performing mechanical manufac-
turing steps (such as cutting, sorting, 
inspecting, shredding, drying, grinding, 
blending, and sifting) by any effective 
means to protect the dietary supple-
ments against contamination, by, for 
example: 

(1) Cleaning and sanitizing contact 
surfaces; 

(2) Using temperature controls; and 
(3) Using time controls. 
(i) Using effective measures to pro-

tect against the inclusion of metal or 
other foreign material in components 
or dietary supplements, by, for exam-
ple: 

(1) Filters or strainers, 
(2) Traps, 
(3) Magnets, or 
(4) Electronic metal detectors. 
(j) Segregating and identifying all 

containers for a specific batch of die-
tary supplements to identify their con-
tents and, when necessary, the phase of 
manufacturing; and 

(k) Identifying all processing lines 
and major equipment used during man-
ufacturing to indicate their contents, 
including the name of the dietary sup-
plement and the specific batch or lot 
number and, when necessary, the phase 
of manufacturing. 

§ 111.370 What requirements apply to 
rejected dietary supplements? 

You must clearly identify, hold, and 
control under a quarantine system for 
appropriate disposition any dietary 
supplement that is rejected and unsuit-
able for use in manufacturing, pack-
aging, or labeling operations. 

§ 111.375 Under this subpart K, what 
records must you make and keep? 

(a) You must make and keep records 
required under this subpart K in ac-
cordance with subpart P of this part. 

(b) You must make and keep records 
of the written procedures for manufac-
turing operations. 

Subpart L—Production and Proc-
ess Control System: Require-
ments for Packaging and La-
beling Operations 

§ 111.403 What are the requirements 
under this subpart L for written 
procedures? 

You must establish and follow writ-
ten procedures for packaging and label-
ing operations. 

§ 111.410 What requirements apply to 
packaging and labels? 

(a) You must take necessary actions 
to determine whether packaging for di-
etary supplements meets specifications 
so that the condition of the packaging 
will ensure the quality of your dietary 
supplements; 

(b) You must control the issuance 
and use of packaging and labels and 
reconciliation of any issuance and use 
discrepancies. Label reconciliation is 
not required for cut or rolled labels if a 
100-percent examination for correct la-
bels is performed by appropriate elec-
tronic or electromechanical equipment 
during or after completion of finishing 
operations; and 

(c) You must examine, before pack-
aging and labeling operations, pack-
aging and labels for each batch of die-
tary supplement to determine whether 
the packaging and labels conform to 
the master manufacturing record; and 

(d) You must be able to determine 
the complete manufacturing history 
and control of the packaged and la-
beled dietary supplement through dis-
tribution. 

§ 111.415 What requirements apply to 
filling, assembling, packaging, la-
beling, and related operations? 

You must fill, assemble, package, 
label, and perform other related oper-
ations in a way that ensures the qual-
ity of the dietary supplement and that 
the dietary supplement is packaged 
and labeled as specified in the master 
manufacturing record. You must do 
this using any effective means, includ-
ing the following: 

(a) Cleaning and sanitizing all filling 
and packaging equipment, utensils, and 
dietary supplement packaging, as ap-
propriate; 
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